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DETAILED ACTION 

A reference to any prior application to which applicant is claiming priority must be 
inserted as the first sentence of the specification. 

Claims 1-4 are pending in this application and were examined on their merits. 

Claim Objection 

Claim 1 is objected to because of the following informalities: 

In claim 1 delete "of in the recitation "characterized of and insert -by-. 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 1-4 are rejected under 35 U.S.C. 112, first paragraph, as containing 
subject matter which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. 



Application/Control Number: 10/582,389 Page 3 

Art Unit: 1651 

The invention appears to employ a strain of lactobacillus paracasei. It is not 
clear if the written description is sufficiently repeatable to avoid the need for a deposit. 
Further it is unclear if the starting materials were readily available to the public at the 
time of invention. 

It appears that a deposit was made in this application as filed as noted on page 5 
lines 12-14 of the specification. However, it is not clear if the deposit meets all of the 
criteria set forth in 37 CFR 1 .801-1 .809. Applicant or applicant's representative may 
provide assurance of compliance with the requirements of 35 U.S.C § 1 12, first 
paragraph, in the following manner. 

SUGGESTION FOR DEPOSIT OF BIOLOGICAL MATERIAL 

A declaration by applicant, assignee, or applicant's agent identifying a deposit of 
biological material and averring the following may be sufficient to overcome an objection 
and rejection based on a lack of availability of biological material. 

1 . Identifies declarant. 

2. States that a deposit of the material has been made in a depository affording 
permanence of the deposit and ready accessibility thereto by the public if a 
patent is granted. The depository is to be identified by name and address. 
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3. States that the deposited material has been accorded a specific (recited) 
accession number. 

4. States that all restriction on the availability to the public of the material so 
deposited will be irrevocably removed upon the granting of a patent. 

5. States that the material has been deposited under conditions that access to 
the material will be available during the pendency of the patent application to one 
determined by the Commissioner to be entitled thereto under 37 CFR 1 .14 and 
35 U.S.C§ 122. 

6. States that the deposited material will be maintained with all the care 
necessary to keep it viable and uncontaminated for a period of at least five years 
after the most recent request for the furnishing of a sample of the deposited 
microorganism, and in any case, for a period of at least thirty (30) years after the 
date of deposit for the enforceable life of the patent, whichever period is longer. 

7. That he/she declares further that all statements made therein of his/her own 
knowledge are true and that all statements made on information and belief are 
believed to be true, and further that these statements were made with knowledge 
that willful false statements and the like so made are punishable by fine or 
imprisonment, or both, under section 1001 of Title 18 of the United States Code 
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and that such willful false statements may jeopardize the validity of the instant 
patent application or any patent issuing thereon. 

Alternatively, it may be averred that deposited material has been accepted for 
deposit under the Budapest Treaty on the International Recognition of the Deposit of 
Microorganisms for the purpose of Patent Procedure (e.g. see 961 OG 21 , 1977) and 
that all restrictions on the availability to the public of the material so deposited will be 
irrevocably removed upon the granting of a patent. 

Additionally, the deposit must be referred to in the body of the specification and 
be identified by deposit (accession) number, date of deposit, name and address of the 
depository and the complete taxonomic description. 



Claim Rejections - 35 USC § 101 

35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 1 is rejected under 35 U.S.C. 101, because the claimed invention is 
directed to non-statutory subject matter. 

Claim 1 is directed to a strain of "lactobacillus paracasei" a naturally occurring 
lactic acid bacteria and not a "manufacture". The claims do not require any physical 
transformation of the lactobacillus paracasei. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Richter et al. 
(Acta Biotechnol. 1994, Vol. 14, No.4, p.367-378). 

Claim 1 is drawn to a strain of lactobacillus paracasei characterized by lactic acid 
production capacity and high growth rate. 

Richter et al. disclose a lactobacillus paracasei strain with the ability to produce 
high amount of lactic acid and growth (Abstract and p. 371 2 nd paragraph). 
Richter et al. therefore clearly anticipate the claimed strain. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
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invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-4 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Richteret al. (Acta Biotechnol. 1994, Vol. 14, No.4, p.367-378). In view of Carlson et al. 
(US patent No. 6,475,759 B1), and further in view of Aim L. (J Dairy Sci, 1982, Vol. 65, 
p. 515-520). 

Claims 1-4 are drawn to a strain of lactobacillus paracasei characterized by lactic 
acid production capacity, a method for producing lactic acid with high concentration by 
cultivating the strain lactobacillus paracasei, in a medium that comprises 160-180 g/L 
glucose, 15 g/L of yeast extract, and 7-15 g/L of peptone, the production ratio of D-lactic 
acid and L-lactic acid is adjusted by varying the cultivation temperature in a range of 33 
-41 °C, and the comprises corn steep powder in replacement of yeast extract. 

Richter et al. teach a strain of lactobacillus paracasei characterized by high lactic 
acid production capacity, and a method for producing lactic acid by cultivating the strain 
lactobacillus paracasei, in MRS-glucose medium and using sugar concentration of 60 
g/kg to1 15 g/kg, 10 g/kg of yeast extract, and 20g/kg of peptone (p. 368 3 rd paragraph 
lines 2 and 5, and p.367 1 st paragraph line 9), cultivation temperature in a range of 33 - 
41 °C (p.369 1 st paragraph line 6). 

Richter et al. do not teach 160-180-g/L glucose, 15 g/L of yeast extract, and 7-15 
g/L of peptone, and corn steep powder in replacement of yeast extract. However, Aim 
teaches the formation of lactic acid isomers (D and L) depends upon the type pf 
microorganism, substrate composition, temperature, pH, time of the incubation, storage 
temperature (see p. 51 5 1 st column, Introduction 2 nd paragraph). Therefore, a person of 
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ordinary skill in the art at the time the invention was made would have realized that 
concentration of glucose, peptone and yeast extract in the medium could have been 
adjusted and optimized in order to increase the yield of lactic acid. 

Moreover, Carlson et al. teach using corn steep water and steep water dry solids 
to produce lactate (or lactic acid) (column 6 lines 40-45). Carlson et al. teach the 
supplementing MRS medium with corn steep water to provide nitrogen and additional 
carbohydrates likes glucose or fructose (column 6 lines 49-52). 

Therefore, a person of ordinary skill in the art at the time the invention was made 
could have been motivated to combine the prior art teachings and to substitute yeast 
extract with corn steep powder as taught by Carlson et al. in the method of Richter et al. 
to provide a method for producing lactic acid with predictable results of producing lactic 
acid. Because substitution of one known nitrogen source (yeast extract) wit another 
known nitrogen source (corn steep powder) would have yielded predictable results to 
one of ordinary skill in the art at the time the invention was made. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kade Ariani whose telephone number is (571) 272- 
6083. The examiner can normally be reached on 9:00 am to 5:30 pm EST Mon-Fri. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Kade Ariani 
Examiner 
Art Unit 1651 



/Leon B Lankford/ 

Primary Examiner, Art Unit 1651 



